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used on or after August 20, 1997, are in-
tended to be the legally binding equiv-
alent of traditional handwritten signa-
tures.

(1) The certification shall be submit-
ted in paper form and signed with a
traditional handwritten signature, to
the Office of Regional Operations
(HFC–100), 5600 Fishers Lane, Rock-
ville, MD 20857.

(2) Persons using electronic signa-
tures shall, upon agency request, pro-
vide additional certification or testi-
mony that a specific electronic signa-
ture is the legally binding equivalent
of the signer’s handwritten signature.

§ 11.200 Electronic signature compo-
nents and controls.

(a) Electronic signatures that are not
based upon biometrics shall:

(1) Employ at least two distinct iden-
tification components such as an iden-
tification code and password.

(i) When an individual executes a se-
ries of signings during a single, contin-
uous period of controlled system ac-
cess, the first signing shall be executed
using all electronic signature compo-
nents; subsequent signings shall be exe-
cuted using at least one electronic sig-
nature component that is only execut-
able by, and designed to be used only
by, the individual.

(ii) When an individual executes one
or more signings not performed during
a single, continuous period of con-
trolled system access, each signing
shall be executed using all of the elec-
tronic signature components.

(2) Be used only by their genuine
owners; and

(3) Be administered and executed to
ensure that attempted use of an indi-
vidual’s electronic signature by anyone
other than its genuine owner requires
collaboration of two or more individ-
uals.

(b) Electronic signatures based upon
biometrics shall be designed to ensure
that they cannot be used by anyone
other than their genuine owners.

§ 11.300 Controls for identification
codes/passwords.

Persons who use electronic signa-
tures based upon use of identification
codes in combination with passwords
shall employ controls to ensure their

security and integrity. Such controls
shall include:

(a) Maintaining the uniqueness of
each combined identification code and
password, such that no two individuals
have the same combination of identi-
fication code and password.

(b) Ensuring that identification code
and password issuances are periodically
checked, recalled, or revised (e.g., to
cover such events as password aging).

(c) Following loss management pro-
cedures to electronically deauthorize
lost, stolen, missing, or otherwise po-
tentially compromised tokens, cards,
and other devices that bear or generate
identification code or password infor-
mation, and to issue temporary or per-
manent replacements using suitable,
rigorous controls.

(d) Use of transaction safeguards to
prevent unauthorized use of passwords
and/or identification codes, and to de-
tect and report in an immediate and
urgent manner any attempts at their
unauthorized use to the system secu-
rity unit, and, as appropriate, to orga-
nizational management.

(e) Initial and periodic testing of de-
vices, such as tokens or cards, that
bear or generate identification code or
password information to ensure that
they function properly and have not
been altered in an unauthorized man-
ner.

PART 12—FORMAL EVIDENTIARY
PUBLIC HEARING

Subpart A—General Provisions

Sec.
12.1 Scope.

Subpart B—Initiation of Proceedings

12.20 Initiation of a hearing involving the
issuance, amendment, or revocation of a
regulation.

12.21 Initiation of a hearing involving the
issuance, amendment, or revocation of
an order.

12.22 Filing objections and requests for a
hearing on a regulation or order.

12.23 Notice of filing of objections.
12.24 Ruling on objections and requests for

hearing.
12.26 Modification or revocation of regula-

tion or order.
12.28 Denial of hearing in whole or in part.
12.30 Judicial review after waiver of hearing

on a regulation.
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12.32 Request for alternative form of hear-
ing.

12.35 Notice of hearing; stay of action.
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12.38 Effective date of an order.
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AUTHORITY: Secs. 201–903 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 321–
393); 21 U.S.C. 41–50, 141–149, 467f, 679, 821,

1034; secs. 2, 351, 354–360F, 361 of the Public
Health Service Act (42 U.S.C. 201, 262, 263b–
263n, 264); secs. 2–12 of the Fair Packaging
and Labeling Act (15 U.S.C. 1451–1461); 5
U.S.C. 551–558, 701–721; 28 U.S.C. 2112.

SOURCE: 44 FR 22339, Apr. 13, 1979, unless
otherwise noted.

Subpart A—General Provisions

§ 12.1 Scope.

The procedures in this part apply
when—

(a) A person has a right to an oppor-
tunity for a hearing under the laws
specified in § 10.50; or

(b) The Commissioner concludes that
it is in the public interest to hold a for-
mal evidentiary public hearing on any
matter before FDA.

Subpart B—Initiation of
Proceedings

§ 12.20 Initiation of a hearing involv-
ing the issuance, amendment, or
revocation of a regulation.

(a) A proceeding under section 409(f),
502(n), 507(f), 512(n)(5), 701(e), or 721(d)
of the act or section 4 or 5 of the Fair
Packaging and Labeling Act may be
initiated—

(1) By the Commissioner on the Com-
missioner’s own initiative, e.g., as pro-
vided in § 170.15 for food additives; or

(2) By a petition—
(i) In the form specified elsewhere in

this chapter, e.g., the form for a color
additive petition in § 71.1 or for an anti-
biotic petition in § 431.50; or

(ii) If no form is specified, by a peti-
tion under § 10.30.

(b) If the Commissioner receives a pe-
tition under paragraph (a)(2) of this
section, the Commissioner will—

(1) If it involves any matter subject
to section 701(e) of the act or section 4
or 5 of the Fair Packaging and Label-
ing Act, and meets the requirements
for filing, follow the provisions of
§ 10.40 (b) through (f);

(2) If it involves a color additive or
food additive, and meets the require-
ments for filing in §§ 71.1 and 71.2, or in
§§171.1, 171.6, 171.7, and 171.100, publish a
notice of filing of the petition within 30
days after the petition is filed instead
of a notice of proposed rulemaking.
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(c) The Commissioner may issue,
amend, or revoke an antibiotic regula-
tion without the requirements of no-
tice and public procedure in § 10.40(b) or
delayed effective date in § 10.40(c)(4), on
the Commissioner’s own initiative or
as a result of a petition containing the
required evidence of safety and effec-
tiveness in the circumstances described
in § 10.40(e)(1).

(d) The notice promulgating the reg-
ulation will describe how to submit ob-
jections and requests for hearing.

(e) On or before the 30th day after the
date of publication of a final regula-
tion, or of a notice withdrawing a pro-
posal initiated by a petition under
§ 10.25(a), a person may submit to the
Commissioner written objections and a
request for a hearing. The 30-day period
may not be extended except that addi-
tional information supporting an objec-
tion may be received after 30 days upon
a showing of inadvertent omission and
hardship, and if review of the objection
and request for hearing will not there-
by be impeded. If, after a final color ad-
ditive regulation is published, a peti-
tion or proposal relating to the regula-
tion is referred to an advisory commit-
tee in accordance with section
721(b)(5)(C) of the act, objections and
requests for a hearing may be submit-
ted on or before the 30th day after the
date on which the order confirming or
modifying the Commissioner’s previous
order is published.

§ 12.21 Initiation of a hearing involv-
ing the issuance, amendment, or
revocation of an order.

(a) A proceeding under section 505 (d)
or (e), 512 (d), (e), (m) (3) or (4), of sec-
tion 515(g)(1) of the act, or section
351(a) of the Public Health Service Act,
may be initiated—

(1) By the Commissioner on the Com-
missioner’s own initiative;

(2) By a petition in the form specified
elsewhere in this chapter, e.g., § 314.50
for new drug applications, § 514.1 for
new animal drug applications, § 514.2
for applications for animal feeds, or
§ 601.3 for licenses for biologic products;
or

(3) By a petition under § 10.30.
(b) A notice of opportunity for hear-

ing on a proposal to deny or revoke ap-
proval of all or part of an order will be

published together with an explanation
of the grounds for the proposed action.
The notice will describe how to submit
requests for hearing. A person subject
to the notice has 30 days after its issu-
ance to request a hearing. The 30-day
period may not be extended.

(c) The Commissioner may use an op-
tional procedure specified in § 10.30(h)
to consider issuing, amending, or re-
voking an order.

(d) In a proceeding under sections
505(e), 512(e) or (m), or 515(e) of the act
in which a party wishes to apply for re-
imbursement of certain expenses under
the Equal Access to Justice Act (5
U.S.C. 504 and 504 note), FDA will fol-
low the Department of Health and
Human Services’ regulations in 45 CFR
part 13.

[44 FR 22339, Apr. 13, 1979, as amended at 47
FR 25734, June 15, 1982; 54 FR 9035, Mar. 3,
1989]

§ 12.22 Filing objections and requests
for a hearing on a regulation or
order.

(a) Objections and requests for a
hearing under § 12.20(d) must be submit-
ted to the Dockets Management
Branch and will be accepted for filing if
they meet the following conditions:

(1) They are submitted within the
time specified in § 12.20(e).

(2) Each objection is separately num-
bered.

(3) Each objection specifies with par-
ticularity the provision of the regula-
tion or proposed order objected to.

(4) Each objection on which a hearing
is requested specifically so states. Fail-
ure to request a hearing on an objec-
tion constitutes a waiver of the right
to a hearing on that objection.

(5) Each objection for which a hear-
ing is requested includes a detailed de-
scription and analysis of the factual in-
formation to be presented in support of
the objection. Failure to include a de-
scription and analysis for an objection
constitutes a waiver of the right to a
hearing on that objection. The descrip-
tion and analysis may be used only for
the purpose of determining whether a
hearing has been justified under § 12.24,
and do not limit the evidence that may
be presented if a hearing is granted.

(i) A copy of any report, article, sur-
vey, or other written document relied
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upon must be submitted, except if the
document is—

(a) An FDA document that is rou-
tinely publicly available;

(b) A recognized medical or scientific
textbook that is readily available to
the agency; or

(c) A designated journal listed in
§ 510.95.

(ii) A summary of the nondocumen-
tary testimony to be presented by any
witnesses relied upon must be submit-
ted.

(b) Requests for hearing submitted
under § 12.21 will be submitted to the
Dockets Management Branch and will
be accepted for filing if they meet the
following conditions:

(1) They are submitted on or before
the 30th day after the date of publica-
tion of the notice of opportunity for
hearing.

(2) They comply with §§ 314.200,
514.200, or 601.7(a).

(c) If an objection or request for a
public hearing fails to meet the re-
quirements of this section and the defi-
ciency becomes known to the Dockets
Management Branch, the Dockets Man-
agement Branch shall return it with a
copy of the applicable regulations, in-
dicating those provisions not complied
with. A deficient objection or request
for a hearing may be supplemented and
subsequently filed if submitted within
the 30-day time period specified in
§ 12.20(e) or § 12.21(b).

(d) If another person objects to a reg-
ulation issued in response to a petition
submitted under § 12.20(a)(2), the peti-
tioner may submit a written reply to
the Dockets Management Branch.

[44 FR 22339, Apr. 13, 1979, as amended at 54
FR 9035, Mar. 3, 1989]

§ 12.23 Notice of filing of objections.
As soon as practicable after the expi-

ration of the time for filing objections
to and requests for hearing on agency
action involving the issuance, amend-
ment, or revocation of a regulation
under sections 502(n), 701(e), or 721(d) of
the act or sections 4 or 5 of the Fair
Packaging and Labeling Act, the Com-
missioner shall publish a notice in the
FEDERAL REGISTER specifying those
parts of the regulation that have been
stayed by the filing of proper objec-
tions and, if no objections have been

filed, stating that fact. The notice does
not constitute a determination that a
hearing is justified on any objections
or requests for hearing that have been
filed. When to do so will cause no
undue delay, the notice required by
this section may be combined with the
notices described in §§ 12.28 and 12.35.

§ 12.24 Ruling on objections and re-
quests for hearing.

(a) As soon as possible the Commis-
sioner will review all objections and re-
quests for hearing filed under § 12.22
and determine—

(1) Whether the regulation should be
modified or revoked under § 12.26;

(2) Whether a hearing has been justi-
fied; and

(3) Whether, if requested, a hearing
before a Public Board of Inquiry under
part 13 or before a public advisory com-
mittee under part 14 or before the Com-
missioner under part 15 has been justi-
fied.

(b) A request for a hearing will be
granted if the material submitted
shows the following:

(1) There is a genuine and substantial
issue of fact for resolution at a hear-
ing. A hearing will not be granted on
issues of policy or law.

(2) The factual issue can be resolved
by available and specifically identified
reliable evidence. A hearing will not be
granted on the basis of mere allega-
tions or denials or general descriptions
of positions and contentions.

(3) The data and information submit-
ted, if established at a hearing, would
be adequate to justify resolution of the
factual issue in the way sought by the
person. A hearing will be denied if the
Commissioner concludes that the data
and information submitted are insuffi-
cient to justify the factual determina-
tion urged, even if accurate.

(4) Resolution of the factual issue in
the way sought by the person is ade-
quate to justify the action requested. A
hearing will not be granted on factual
issues that are not determinative with
respect to the action requested, e.g., if
the Commissioner concludes that the
action would be the same even if the
factual issue were resolved in the way
sought, or if a request is made that a
final regulation include a provision not
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reasonably encompassed by the pro-
posal. A hearing will be granted upon
proper objection and request when a
food standard or other regulation is
shown to have the effect of excluding
or otherwise affecting a product or in-
gredient.

(5) The action requested is not incon-
sistent with any provision in the act or
any regulation in this chapter particu-
larizing statutory standards. The prop-
er procedure in those circumstances is
for the person requesting the hearing
to petition for an amendment or waiver
of the regulation involved.

(6) The requirements in other appli-
cable regulations, e.g., §§ 10.20, 12.21,
12.22, 314.200, 314.300, 514.200, and
601.7(a), and in the notice promulgating
the final regulation or the notice of op-
portunity for hearing are met.

(c) In making the determination in
paragraph (a) of this section, the Com-
missioner may use any of the optional
procedures specified in § 10.30(h) or in
other applicable regulations, e.g.,
§§ 314.200, 314.300, 514.200, and 601.7(a).

(d) If it is uncertain whether a hear-
ing has been justified under the prin-
ciples in paragraph (b) of this section,
and the Commissioner concludes that
summary decision against the person
requesting a hearing should be consid-
ered, the Commissioner may serve
upon the person by registered mail a
proposed order denying a hearing. The
person has 30 days after receipt of the
proposed order to demonstrate that the
submission justifies a hearing.

[44 FR 22339, Apr. 13, 1979, as amended at 54
FR 9035, Mar. 3, 1989]

§ 12.26 Modification or revocation of
regulation or order.

If the Commissioner determines upon
review of an objection or request for
hearing that the regulation or order
should be modified or revoked, the
Commissioner will promptly take such
action by notice in the FEDERAL REG-
ISTER. Further objections to or re-
quests for hearing on the modification
or revocation may be submitted under
§§ 12.20 through 12.22 but no further
issue may be taken with other provi-
sions in the regulation or order. Objec-
tions and requests for hearing that are
not affected by the modification or rev-

ocation will remain on file and be
acted upon in due course.

§ 12.28 Denial of hearing in whole or
in part.

If the Commissioner determines upon
review of the objections or requests for
hearing that a hearing is not justified,
in whole or in part, a notice of the de-
termination will be published.

(a) The notice will state whether the
hearing is denied in whole or in part. If
the hearing is denied in part, the no-
tice will be combined with the notice
of hearing required by § 12.35, and will
specify the objections and requests for
hearing that have been granted and de-
nied.

(1) Any denial will be explained. A de-
nial based on an analysis of the infor-
mation submitted to justify a hearing
will explain the inadequacy of the in-
formation.

(2) The notice will confirm or modify
or stay the effective date of the regula-
tion or order involved.

(b) The record of the administrative
proceeding relating to denial of a pub-
lic hearing in whole or in part on an
objection or request for hearing con-
sists of the following:

(1) If the proceeding involves a regu-
lation—

(i) The documents specified in
§ 10.40(g);

(ii) The objections and requests for
hearing filed by the Dockets Manage-
ment Branch;

(iii) If the proceeding involves a color
additive regulation referred to an advi-
sory committee in accordance with
section 721(b)(5)(C) of the act, the com-
mittee’s report and the record of the
committee’s proceeding; and

(iv) The notice denying a formal evi-
dentiary public hearing.

(2) If the proceeding involves an
order—

(i) The notice of opportunity for
hearing;

(ii) The requests for hearing filed by
the Dockets Management Branch;

(iii) The transcripts, minutes of
meetings, reports, FEDERAL REGISTER
notices, and other documents con-
stituting the record of any of the op-
tional procedures specified in § 12.24(c)
used by the Commissioner, but not the
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transcript of a closed portion of a pub-
lic advisory committee meeting; and

(iv) The notice denying the hearing.
(c) The record specified in paragraph

(b) of this section is the exclusive
record for the Commissioner’s decision
on the complete or partial denial of a
hearing. The record of the proceeding
will be closed as of the date of the
Commissioner’s decision unless an-
other date is specified. A person who
requested and was denied a hearing
may submit a petition for reconsider-
ation under § 10.33 or a petition for stay
of action under § 10.35. A person who
wishes to rely upon information or
views not included in the administra-
tive record shall submit them to the
Commissioner with a petition under
§ 10.25(a) to modify the final regulation
or order.

(d) Denial of a request for a hearing
in whole or in part is final agency ac-
tion reviewable in the courts, under
the statutory provisions governing the
matter involved, as of the date of pub-
lication of the denial in the FEDERAL
REGISTER.

(1) Before requesting a court for a
stay of action pending review, a person
shall first submit a petition for a stay
of action under § 10.35.

(2) Under 28 U.S.C. 2112(a), FDA will
request consolidation of all petitions
on a particular matter.

(3) The time for filing a petition for
judicial review of a denial of a hearing
on an objection or issue begins on the
date the denial is published in the FED-
ERAL REGISTER, (i) When an objection
or issues relates to a regulation, if a
hearing is denied on all objections and
issues concerning a part of the proposal
the effectiveness of which has not been
deferred pending a hearing on other
parts of the proposal; or (ii) when an
issue relates to an order, if a hearing is
denied on all issues relating to a par-
ticular new drug application, new ani-
mal drug application, device premarket
approval application or product devel-
opment protocol, or biologics license.
The failure to file a petition for judi-
cial review within the period estab-
lished in the statutory provision gov-
erning the matter involved constitutes
a waiver of the right to judicial review
of the objection or issue, regardless

whether a hearing has been granted on
other objections and issues.

§ 12.30 Judicial review after waiver of
hearing on a regulation.

(a) A person with a right to submit
objections and a request for hearing
under § 12.20(d) may submit objections
and waive the right to a hearing. The
waiver may be either an explicit state-
ment, or a failure to request a hearing,
as provided in 12.22(a)(4).

(b) If a person waives the right to a
hearing, the Commissioner will rule
upon the person’s objections under
§§ 12.24 through 12.28. As a matter of
discretion, the Commissioner may also
order a hearing on the matter under
any of the provisions of this part.

(c) If the Commissioner rules ad-
versely on a person’s objection, the
person may petition for judicial review
in a U.S. Court of Appeals under the
act.

(1) The record for judicial review is
the record designated in § 12.28(b)(1).

(2) The time for filing a petition for
judicial review begins as of the date of
publication of the Commissioner’s rul-
ing on the objections.

§ 12.32 Request for alternative form of
hearing.

(a) A person with a right to request a
hearing may waive that right and re-
quest one of the following alternatives:

(1) A hearing before a Public Board of
Inquiry under part 13.

(2) A hearing before a public advisory
committee under part 14.

(3) A hearing before the Commis-
sioner under part 15.

(b) The request—
(1) May be on the person’s own initia-

tive or at the suggestion of the Com-
missioner.

(2) Must be submitted in the form of
a citizen petition under § 10.30 before
publication of a notice of hearing under
§ 12.35 or a denial of hearing under
§ 12.28; and

(3) Must be—
(i) In lieu of a request for a hearing

under this part; or
(ii) If submitted after or with a re-

quest for hearing, in the form of a
waiver of the right to request a hearing
conditioned on an alternative form of
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hearing. Upon acceptance by the Com-
missioner, the waiver becomes binding
and may be withdrawn only by waiving
any right to any form of hearing unless
the Commissioner determines other-
wise.

(c) When more than one person re-
quests and justifies a hearing under
this part, an alternative form of hear-
ing may by used only if all the persons
concur and waive their right to request
a hearing under this part.

(d) The Commissioner will determine
whether an alternative form of hearing
should be used, and if so, which alter-
native is acceptable, after considering
the requests submitted and the appro-
priateness of the alternatives for the
issues raised in the objections. The
Commissioner’s acceptance is binding
unless, for good cause, the Commis-
sioner determines otherwise.

(e) The Commissioner will publish a
notice of an alternative form of hear-
ing setting forth the following informa-
tion:

(1) The regulation or order that is the
subject of the hearing.

(2) A statement specifying any part
of the regulation or order that has been
stayed by operation of law or in the
Commissioner’s discretion.

(3) The time, date, and place of the
hearing, or a statment that such infor-
mation will be contained in a later no-
tice.

(4) The parties to the hearing.
(5) The issues at the hearing. The

statement of issues determines the
scope of the hearing.

(6) If the hearing will be conducted
by a Public Board of Inquiry, the time
within which—

(i) The parties should submit nomi-
nees for the Board under § 13.10(b);

(ii) A notice of participation under
§ 12.45 should be filed; and

(iii) Participants should submit writ-
ten information under § 13.25. The no-
tice will list the contents of the por-
tions of the administrative record rel-
evant to the issues at the hearing be-
fore the Board. The portions listed will
be placed on public display in the office
of the Dockets Management Branch be-
fore the notice is published. Additional
copies of material already submitted
under § 13.25 need not be included with
any later submissions.

(f)(1) The decision of a hearing before
a Public Board of Inquiry or a public
advisory committee under this section
has legal status of and will be handled
as an initial decision under § 12.120.

(2) The decision of a public hearing
before the Commissioner under this
section will be issued as a final order.
The final order will have the same con-
tent as an initial decision, as specified
in § 12.120 (b) and (c).

(3) Thereafter, the participants in the
proceeding may pursue the administra-
tive and court remedies specified in
§§ 12.120 through 12.159.

(g) If a hearing before a public advi-
sory committee or a hearing before the
Commissioner is used as an alternative
form of hearing, all submissions will be
made to the Dockets Management
Branch, and § 10.20(j) governs their
availability for public examination and
copying.

(h) This section does not affect the
right to an opportunity for a hearing
before a public advisory committee
under section 515(g)(2) of the act re-
garding device premarket approval ap-
plications and product development
protocols. Advisory committee hearing
procedures are found in part 14.

§ 12.35 Notice of hearing; stay of ac-
tion.

(a) If the Commissioner determines
upon review of the objections and re-
quests for hearing that a hearing is jus-
tified on any issue, the Commissioner
will publish a notice setting forth the
following:

(1) The regulation or order that is the
subject of the hearing.

(2) A statement specifying any part
of the regulation or order that has been
stayed by operation of law or in the
Commissioner’s discretion.

(3) The parties to the hearing.
(4) The issues of fact on which a hear-

ing has been justified.
(5) A statement of any objections or

requests for hearing for which a hear-
ing has not been justified, which are
subject to § 12.28.

(6) The presiding officer, or a state-
ment that the presiding officer will be
designated in a later notice.

(7) The time within which notices of
participation should be filed under
§ 12.45.
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(8) The date, time, and place of the
prehearing conference, or a statement
that the date, time, and place will be
announced in a later notice. The pre-
hearing conference may not commence
until after the time expires for filing
the notice of participation required by
§ 12.45(a).

(9) The time within which partici-
pants should submit written informa-
tion and views under § 12.85. The notice
will list the contents of the portions of
the administrative record relevant to
the issues at the hearing. The portions
listed will be placed on public display
in the office of the Dockets Manage-
ment Branch before the notice is pub-
lished. Additional copies of material
already submitted under § 12.85 need
not be included with any later submis-
sions.

(b) The statement of the issues deter-
mines the scope of the hearing and the
matters on which evidence may be in-
troduced. The issues may be revised by
the presiding officer. A participant
may obtain interlocutory review by the
Commissioner of a decision by the pre-
siding officer to revise the issues to in-
clude an issue on which the Commis-
sioner has not granted a hearing or to
eliminate an issue on which a hearing
has been granted.

(c) A hearing is deemed to begin on
the date of publication of the notice of
hearing.

[44 FR 22339, Apr. 13, 1979, as amended at 47
FR 26375, June 18, 1982]

§ 12.37 Effective date of a regulation.
(a) If no objections are filed and no

hearing is requested on a regulation
under § 12.20(e), the regulation is effec-
tive on the date specified in the regula-
tion as promulgated.

(b) The Commissioner shall publish a
confirmation of the effective date of
the regulation. The FEDERAL REGISTER
document confirming the effective date
of the regulation may extend the time
for compliance with the regulation.

§ 12.38 Effective date of an order.
(a) If a person who is subject to a no-

tice of opportunity for hearing under
§ 12.21(b) does not request a hearing,
the Commissioner will—

(1) Publish a final order denying or
withdrawing approval of an NDA,

NADA, device premarket approval ap-
plication, or biologics license, in whole
or in part, or revoking a device product
development protocol or notice of com-
pletion, or declaring that such a proto-
col has not been completed, and stating
the effective date of the order; and

(2) If the order involves withdrawal of
approval of an NADA, forthwith re-
voke, in whole or in part, the applica-
ble regulation, under section 512(i) of
the act.

(b) If a person who is subject to a no-
tice of opportunity for hearing under
§ 12.21(b) requests a hearing and others
do not, the Commissioner may issue a
final order covering all the drug or de-
vice products at once or may issue
more than one final order covering dif-
ferent drug or device products at dif-
ferent times.

Subpart C—Appearance and
Participation

§ 12.40 Appearance.
(a) A person who has filed a notice of

participation under § 12.45 may appear
in person or by counsel or other rep-
resentative in any hearing and, subject
to § 12.89, may be heard concerning all
relevant issues.

(b) The presiding officer may strike a
person’s appearance for violation of the
rules of conduct in § 12.90.

§ 12.45 Notice of participation.
(a) Within 30 days after publication

of the notice of hearing under § 12.35, a
person desiring to participate in a
hearing is to file with the Dockets
Management Branch under § 10.20 a no-
tice of participation in the following
form:

(Date)
Dockets Management Branch, Food and

Drug Administration, Department of Health
and Human Services, rm. 1–23, 12420 Park-
lawn Dr., Rockville, MD 20857.

NOTICE OF PARTICIPATION

Docket No. ——

Under 21 CFR part 12, please enter the par-
ticipation of:

(Name) ————————————————
(Street address) ————————————
(City and State) ————————————
(Telephone number) ——————————
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Service on the above will be accepted by:

(Name) ————————————————
(Street address) ————————————
(City and State) ————————————
(Telephone number) ——————————

The following statements are made as part
of this notice of participation:

A. Specific interests. (A statement of the
specific interest of the person in the proceed-
ing, including the specific issues of fact con-
cerning which the person desires to be heard.
This part need not be completed by a party
to the proceeding.)

B. Commitment to participate. (A statement
that the person will present documentary
evidence or testimony at the hearing and
will comply with the requirements of 21 CFR
12.85, or, in the case of a hearing before a
Public Board of Inquiry, with the require-
ments of 21 CFR 13.25.)

(Signed) ————————————————

(b) An amendment to a notice of par-
ticipation should be filed with the
Dockets Management Branch and
served on all participants.

(c) No person may participate in a
hearing who has not filed a written no-
tice of participation or whose partici-
pation has been stricken under para-
graph (e) of this section.

(d) The presiding officer may permit
the late filing of a notice of participa-
tion upon a showing of good cause.

(e) The presiding officer may strike
the participation of a person for non-
participation in the hearing or failure
to comply with any requirement of this
subpart, e.g., disclosure of information
as required by § 12.85 or the prehearing
order issued under § 12.92. Any person
whose participation is stricken may pe-
tition the Commissioner for interlocu-
tory review.

[44 FR 22339, Apr. 13, 1979, as amended at 46
FR 8456, Jan. 27, 1981; 59 FR 14364, Mar. 28,
1994]

§ 12.50 Advice on public participation
in hearings.

(a) Designated agency contact. All in-
quiries from the public about schedul-
ing, location, and general procedures
should be addressed to the Deputy
Commissioner for Policy (HF–22), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, or telephone
301–443–3480. The staff of the Associate
Commissioner for Regulatory Affairs
will attempt to respond promptly to all
inquiries from members of the public,

as well as to simple requests for infor-
mation from participants in hearings.

(b) Hearing schedule changes. Requests
by hearing participants for changes in
the schedule of a hearing or for filing
documents, briefs, or other pleadings
should be made in writing directly to
the Administrative Law Judge (HF–3),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857.

(c) Legal advice to individuals. FDA
does not have the resources to provide
legal advice to members of the public
concerning participation in hearings.
Furthermore, to do so would com-
promise the independence of the Com-
missioner’s office and invite charges of
improper interference in the hearing
process. Accordingly, the Deputy Com-
missioner for Policy (HF–22) will not
answer questions about the strengths
or weaknesses of a party’s position at a
hearing, litigation strategy, or similar
matters.

(d) Role of the office of the Chief Coun-
sel. Under no circumstances will the of-
fice of the Chief Counsel of FDA di-
rectly provide advice about a hearing
to any person who is participating or
may participate in the hearing. In
every hearing, certain attorneys in the
office are designated to represent the
center or centers whose action is the
subject of the hearing. Other members
of the office, including ordinarily the
Chief Counsel, are designated to advise
the Commissioner on a final decision in
the matter. It is not compatible with
these functions, nor would it be profes-
sionally responsible, for the attorneys
in the office of the Chief Counsel also
to advise other participants in a hear-
ing, or for any attorney who may be
called on to advise the Commissioner
to respond to inquiries from other par-
ticipants in the hearing, for such par-
ticipants may be urging views contrary
to those of the center involved or to
what may ultimately be the final con-
clusions of the Commissioner. Accord-
ingly, members of the office of the
Chief Counsel, other than the attor-
neys responsible for representing the
center whose action is the subject of
the hearing, will not answer questions
about the hearing from any participant
or potential participant.

(e) Communication between participants
and attorneys. Participants in a hearing
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may communicate with the attorneys
responsible for representing the center
whose action is the subject of the hear-
ing, in the same way that they may
communicate with counsel for any
other party in interest about the pres-
entation of matters at the hearing. It
would be inappropriate to bar discus-
sion of such matters as stipulations of
fact, joint presentation of witnesses, or
possible settlement of hearing issues.
Members of the public, including par-
ticipants at hearings, are advised, how-
ever, that all such communications, in-
cluding those by telephone, will be re-
corded in memoranda that can be filed
with the Dockets Management Branch.

[44 FR 22329, Apr. 13, 1979, as amended at 50
FR 8994, Mar. 6, 1985; 54 FR 9035, Mar. 3, 1989;
58 FR 17096, Apr. 1, 1993]

Subpart D—Presiding Officer

§ 12.60 Presiding officer.

The presiding officer in a hearing
will be the Commissioner, a member of
the Commissioner’s office to whom the
responsibility for the matter involved
has been delegated, or an administra-
tive law judge qualified under 5 U.S.C.
3105.

§ 12.62 Commencement of functions.

The functions of the presiding officer
begin upon designation and end upon
the filing of the initial decision.

§ 12.70 Authority of presiding officer.

The presiding officer has all powers
necessary to conduct a fair, expedi-
tious, and orderly hearing, including
the power to—

(a) Specify and change the date,
time, and place of oral hearings and
conferences;

(b) Establish the procedures for use
in developing evidentiary facts, includ-
ing the procedures in § 12.92(b) and to
rule on the need for oral testimony and
cross-examination under § 12.87(b);

(c) Prepare statements of the areas of
factual disagreement among the par-
ticipants;

(d) Hold conferences to settle, sim-
plify, or determine the issues in a hear-
ing or to consider other matters that
may expedite the hearing;

(e) Administer oaths and affirma-
tions;

(f) Control the course of the hearing
and the conduct of the participants;

(g) Examine witnesses and strike
their testimony if they fail to respond
fully to proper questions;

(h) Rule on, admit, exclude, or limit
evidence;

(i) Set the time for filing pleadings;
(j) Rule on motions and other proce-

dural matters;
(k) Rule on motions for summary de-

cision under § 12.93;
(l) Conduct the hearing in stages if

the number of parties is large or the is-
sues are numerous and complex;

(m) Waive, suspend, or modify any
rule in this subpart under § 10.19 if the
presiding officer determines that no
party will be prejudiced, the ends of
justice will be served, and the action is
in accordance with law;

(n) Strike the participation of any
person under § 12.45(e) or exclude any
person from the hearing under § 12.90,
or take other reasonable disciplinary
action; and

(o) Take any action for the fair, expe-
ditious, and orderly conduct of the
hearing.

§ 12.75 Disqualification of presiding of-
ficer.

(a) A participant may request the
presiding officer to disqualify himself/
herself and withdraw from the proceed-
ing. The ruling on any such request
may be appealed in accordance with
§ 12.97(b).

(b) A presiding officer who is aware of
grounds for disqualification shall with-
draw from the proceeding.

§ 12.78 Unavailability of presiding offi-
cer.

(a) If the presiding officer is unable
to act for any reason, the Commis-
sioner will assign the powers and du-
ties to another presiding officer. The
substitution will not affect the hear-
ing, except as the new presiding officer
may order.

(b) Any motion based on the substi-
tution must be made within 10 days.

VerDate 28<APR>97 14:21 Apr 28, 1997 Jkt 174059 PO 00000 Frm 00123 Fmt 8010 Sfmt 8010 21V1.TXT pfrm13



128

21 CFR Ch. I (4–1–97 Edition)§ 12.80

Subpart E—Hearing Procedures
§ 12.80 Filing and service of submis-

sions.
(a) Submissions, including pleadings

in a hearing, are to be filed with the
Dockets Management Branch under
§ 10.20 except that only two copies need
be filed. To determine compliance with
filing deadlines in a hearing, a submis-
sion is considered submitted on the
date it is actually received by the
Dockets Management Branch. When
this part allows a response to a submis-
sion and prescribes a period of time for
the filing of the response, an additional
3 days are allowed for the filing of the
response if the submission is served by
mail.

(b) The person making a submission
shall serve copies of it on the other
participants. Submissions of documen-
tary data and information are not re-
quired to be served on each participant,
but any accompanying transmittal let-
ter, pleading, summary, statement of
position, certification under paragraph
(d) of this section, or similar document
must be served on each participant.

(c) Service is accomplished by mail-
ing a submission to the address shown
in the notice of participation or by per-
sonal delivery.

(d) All submissions are to be accom-
panied by a certificate of service, or a
statement that service is not required.

(e) No written submission or other
portion of the administrative record
may be held in confidence, except as
provided in § 12.105.

§ 12.82 Petition to participate in forma
pauperis.

(a) A participant who believes that
compliance with the filing and service
requirements of this section con-
stitutes an unreasonable financial bur-
den may submit to the Commissioner a
petition to participate in forma
pauperis.

(b) The petition will be in the form
specified in § 10.30 except that the head-
ing will be ‘‘Request to Participate in
Forma Pauperis, Docket No. ——.’’ Fil-
ing and service requirements for the
petition are described in paragraph (c)
of this section, whether or not the peti-
tion is granted. The petition must dem-
onstrate that either: (1) The person is

indigent and a strong public interest
justifies participation, or (2) the per-
son’s participation is in the public in-
terest because it can be considered of
primary benefit to the general public.

(c) The Commissioner may grant or
deny the petition. If the petition is
granted, the participant need file only
one copy of each submission with the
Dockets Management Branch. The
Dockets Management Branch will
make sufficient additional copies for
the administrative record, and serve a
copy on each other participant.

§ 12.83 Advisory opinions.

Before or during a hearing, a person
may, under § 10.85, request the Commis-
sioner for an advisory opinion on
whether any regulation or order under
consideration in the proceeding applies
to a specific situation.

§ 12.85 Disclosure of data and informa-
tion by the participants.

(a) Before the notice of hearing is
published under § 12.35, the director of
the center responsible for the matters
involved in the hearing shall submit
the following to the Dockets Manage-
ment Branch:

(1) The relevant portions of the ad-
ministrative record of the proceeding.
Portions of the administrative record
not relevant to the issues in the hear-
ing are not part of the administrative
record.

(2) All documents in the director’s
files containing factual information,
whether favorable or unfavorable to
the director’s position, which relate to
the issues involved in the hearing. Files
means the principal files in the center
in which documents relating to the is-
sues in the hearing are ordinarily kept,
e.g., the food additive master file and
the food additive petition in the case of
issues concerning a food additive, or
the new drug application in the case of
issues concerning a new drug. Internal
memoranda reflecting the deliberative
process, and attorney work product
and material prepared specifically for
use in connection with the hearing, are
not required to be submitted.

(3) All other documentary data and
information relied upon.
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(4) A narrative position statement on
the factual issues in the notice of hear-
ing and the type of supporting evidence
the director intends to introduce.

(5) A signed statement that, to the
director’s best knowledge and belief,
the submission complies with this sec-
tion.

(b) Within 60 days of the publication
of the notice of hearing or, if no partic-
ipant will be prejudiced, within an-
other period of time set by the presid-
ing officer, each participant shall sub-
mit to the Dockets Management
Branch all data and information speci-
fied in paragraph (a)(2) through (5) of
this section, and any objections that
the administrative record filed under
paragraph (a)(1) of this section is in-
complete. With respect to the data and
information specified in paragraph
(a)(2) of this section, participants shall
exercise reasonable diligence in identi-
fying documents in files comparable to
those described in that paragraph.

(c) Submissions required by para-
graphs (a) and (b) of this section may
be supplemented later in the proceed-
ing, with the approval of the presiding
officer, upon a showing that the mate-
rial contained in the supplement was
not reasonably known or available
when the submission was made or that
the relevance of the material contained
in the supplement could not reasonably
have been forseen.

(d) A participant’s failure to comply
substantially and in good faith with
this section constitutes a waiver of the
right to participate further in the hear-
ing; failure of a party to comply con-
stitutes a waiver of the right to a hear-
ing.

(e) Participants may reference each
other’s submissions. To reduce duplica-
tive submissions, participants are en-
couraged to exchange and consolidate
lists of documentary evidence. If a par-
ticular document is bulky or in limited
supply and cannot reasonably be repro-
duced, and it constitutes relevant evi-
dence, the presiding officer may au-
thorize submission of a reduced number
of copies.

(f) The presiding officer will rule on
questions relating to this section.

[44 FR 22339, Apr. 13, 1979, as amended at 54
FR 9035, Mar. 3, 1989]

§ 12.87 Purpose; oral and written testi-
mony; burden of proof.

(a) The objective of a formal evi-
dentiary hearing is the fair determina-
tion of relevant facts consistent with
the right of all interested persons to
participate and the public interest in
promptly settling controversial mat-
ters affecting the public health and
welfare.

(b) Accordingly, the evidence at a
hearing is to be developed to the maxi-
mum extent through written submis-
sions, including written direct testi-
mony, which may be in narrative or in
question-and-answer form.

(1) In a hearing, the issues may have
general applicability and depend on
general facts that do not concern par-
ticular action of a specific party, e.g.,
the safety or effectiveness of a class of
drug products, the safety of a food or
color additive, or a definition and
standard of identity for a food; or the
issues may have specific applicability
to past action and depend upon par-
ticular facts concerning only that
party, e.g., the applicability of a grand-
father clause to a particular brand of a
drug or the failure of a particular man-
ufacturer to meet required manufac-
turing and processing specifications or
other general standards.

(i) If the proceeding involves general
issues, direct testimony will be submit-
ted in writing, except on a showing
that written direct testimony is insuf-
ficient for a full and true disclosure of
relevant facts and that the participant
will be prejudiced if unable to present
oral direct testimony. If the proceeding
involves particular issues, each party
may determine whether, and the extent
to which, each wishes to present direct
testimony orally or in writing.

(ii) Oral cross-examination of wit-
nesses will be permitted if it appears
that alternative means of developing
the evidence are insufficient for a full
and true disclosure of the facts and
that the party requesting oral cross-ex-
amination will be prejudiced by denial
of the request or that oral cross-exam-
ination is the most effective and effi-
cient means to clarify the matters at
issue.

(2) Witnesses shall give testimony
under oath.
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(c) Except as provided in paragraph
(d) of this section, in a hearing involv-
ing issuing, amending, or revoking a
regulation or order, the originator of
the proposal or petition or of any sig-
nificant modification will be, within
the meaning of 5 U.S.C. 556(d), the pro-
ponent of the regulation or order, and
will have the burden of proof. A partic-
ipant who proposes to substitute a new
provision for a provision objected to
has the burden of proof in relation to
the new provision.

(d) At a hearing involving issuing,
amending, or revoking a regulation or
order relating to the safety or effec-
tiveness of a drug, antibiotic, device,
food additive, or color additive, the
participant who is contending that the
product is safe or effective or both and
who is requesting approval or contest-
ing withdrawal of approval has the bur-
den of proof in establishing safety or
effectiveness or both and thus the right
to approval. The burden of proof re-
mains on that participant in an amend-
ment or revocation proceeding.

§ 12.89 Participation of nonparties.

(a) A nonparty participant may—
(1) Attend all conferences (including

the prehearing conference), oral pro-
ceedings, and arguments;

(2) Submit written testimony and
documentary evidence for inclusion in
the record;

(3) File written objections, briefs, and
other pleadings; and

(4) Present oral argument.
(b) A nonparty participant may not—
(1) Submit written interrogatories;

and
(2) Conduct cross-examination.
(c) A person whose petition is the

subject of the hearing has the same
right as a party.

(d) A nonparty participant will be
permitted additional rights if the pre-
siding officer concludes that the par-
ticipant’s interests would not be ade-
quately protected otherwise or that
broader participation is required for a
full and true disclosure of the facts,
but the rights of a nonparty partici-
pant may not exceed the rights of a
party.

[44 FR 22339, Apr. 13, 1979, as amended at 48
FR 51770, Nov. 14, 1983]

§ 12.90 Conduct at oral hearings or
conferences.

All participants in a hearing will
conduct themselves with dignity and
observe judicial standards of practice
and ethics. They may not indulge in
personal attacks, unseemly wrangling,
or intemperate accusations or charac-
terizations. Representatives of parties
shall, to the extent possible, restrain
clients from improprieties in connec-
tion with any proceeding. Disrespect-
ful, disorderly, or contumacious lan-
guage or conduct, refusal to comply
with directions, use of dilatory tactics,
or refusal to adhere to reasonable
standards of orderly and ethical con-
duct during any hearing, constitute
grounds for immediate exclusion from
the proceeding by the presiding officer.

§ 12.91 Time and place of prehearing
conference.

A prehearing conference will com-
mence at the date, time, and place an-
nounced in the notice of hearing, or in
a later notice, or as specified by the
presiding officer in a notice modifying
a prior notice. At that conference the
presiding officer will establish the
methods and procedures to be used in
developing the evidence, determine
reasonable time periods for the conduct
of the hearing, and designate the times
and places for the production of wit-
nesses for direct and cross-examination
if leave to conduct oral examination is
granted on any issue, as far as prac-
ticable at that time.

§ 12.92 Prehearing conference proce-
dure.

(a) Participants in a hearing are to
appear at the prehearing conference
prepared to discuss and resolve all mat-
ters specified in paragraph (b) of this
section.

(1) To expedite the hearing, partici-
pants are encouraged to prepare in ad-
vance for the prehearing conference.
Participants should cooperate with
each other, and request information
and begin preparation of testimony at
the earliest possible time. Failure of a
participant to appear at the prehearing
conference or to raise matters that
could reasonably be anticipated and re-
solved at that time will not delay the
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progress of the hearing, and con-
stitutes a waiver of the rights of the
participant regarding such matters as
objections to the agreements reached,
actions taken, or rulings issued by the
presiding officer and may be grounds
for striking the participation under
§ 12.45.

(2) Participants shall bring to the
prehearing conference the following
specific information, which will be
filed with the Dockets Management
Branch under § 12.80:

(i) Any additional information to
supplement the submission filed under
§ 12.85, which may be filed if approved
under § 12.85(c).

(ii) A list of all witnesses whose testi-
mony will be offered, orally or in writ-
ing, at the hearing, with a full curricu-
lum vitae for each. Additional wit-
nesses may later be identified, with the
approval of the presiding officer, on a
showing that the witness was not rea-
sonably available at the time of the
prehearing conference or the relevance
of the witness’ views could not reason-
ably have been foreseen at that time.

(iii) All prior written statements in-
cluding articles and any written state-
ment signed or adopted, or a recording
or transcription of an oral statement
made, by persons identified as wit-
nesses if—

(a) The statement is available with-
out making request of the witness or
any other person;

(b) The statement relates to the sub-
ject matter of the witness’ testimony;
and

(c) The statement either was made
before the time the person agreed to
become a witness or has been made
publicly available by the person.

(b) The presiding officer will conduct
a prehearing conference for the follow-
ing purposes:

(1) To determine the areas of factual
disagreement to be considered at the
hearing. The presiding officer may hold
conferences off the record in an effort
to reach agreement on disputed factual
questions.

(2) To identify the most appropriate
techniques for developing evidence on
issues in controversy and the manner
and sequence in which they will be
used, including, where oral examina-
tion is to be conducted, the sequence in

which witnesses will be produced for,
and the time and place of, oral exam-
ination. The presiding officer may con-
sider—

(i) Submission of narrative state-
ments of position on factual issues in
controversy;

(ii) Submission of evidence or identi-
fication of previously submitted evi-
dence to support such statements, such
as affidavits, verified statements of
fact, data, studies, and reports;

(iii) Exchange of written interrog-
atories directed to particular wit-
nesses;

(iv) Written requests for the produc-
tion of additional documentation, data,
or other relevant information;

(v) Submission of written questions
to be asked by the presiding officer of
a specific witness; and

(vi) Identification of facts for which
oral examination and/or cross-exam-
ination is appropriate.

(3) To group participants with sub-
stantially like interests for presenting
evidence, making motions and objec-
tions, including motions for summary
decision, filing briefs, and presenting
oral argument.

(4) To hear and rule on objections to
admitting into evidence information
submitted under § 12.85.

(5) To obtain stipulations and admis-
sions of facts.

(6) To take other action that may ex-
pedite the hearing.

(c) The presiding officer shall issue,
orally or in writing, a prehearing order
reciting the actions taken at the pre-
hearing conference and setting forth
the schedule for the hearing. The order
will control the subsequent course of
the hearing unless modified by the pre-
siding officer for good cause.

§ 12.93 Summary decisions.
(a) After the hearing commences, a

participant may move, with or without
supporting affidavits, for a summary
decision on any issue in the hearing.
Any other participant may, within 10
days after service of the motion, which
time may be extended for an additional
10 days for good cause, serve opposing
affidavits or countermove for summary
decision. The presiding officer may set
the matter for argument and call for
the submission of briefs.
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(b) The presiding officer will grant
the motion if the objections, requests
for hearing, other pleadings, affidavits,
and other material filed in connection
with the hearing, or matters officially
noticed, show that there is no genuine
issue as to any material fact and that
a participant is entitled to summary
decision.

(c) Affidavits should set forth facts
that would be admissible in evidence
and show affirmatively that the affiant
is competent to testify to the matters
stated. When a properly supported mo-
tion for summary decision is made, a
participant opposing the motion may
not rest upon mere allegations or deni-
als or general descriptions of positions
and contentions; affidavits or other re-
sponses must set forth specific facts
showing that there is a genuine issue of
fact for the hearing.

(d) Should it appear from the affida-
vits of a participant opposing the mo-
tion that for sound reasons stated,
facts essential to justify the opposition
cannot be presented by affidavit, the
presiding officer may deny the motion
for summary decision, order a continu-
ance to permit affidavits or additional
evidence to be obtained, or issue other
just order.

(e) If on motion under this section a
summary decision is not rendered upon
the whole case or for all the relief
asked. and evidentiary facts need to be
developed, the presiding officer will
issue an order specifying the facts that
appear without substantial controversy
and directing further evidentiary pro-
ceedings. The facts so specified will be
deemed established.

(f) A participant may obtain inter-
locutory review by the Commissioner
of a summary decision of the presiding
officer.

§ 12.94 Receipt of evidence.
(a) A hearing consists of the develop-

ment of evidence and the resolution of
factual issues as set forth in this sub-
part and in the prehearing order.

(b) All orders, transcripts, written
statements of position, written direct
testimony, written interrogatories and
responses, and any other written mate-
rial submitted in the proceeding is a
part of the administrative record of the
hearing, and will be promptly placed on

public display in the office of the Dock-
ets Management Branch, except as pro-
vided in § 12.105.

(c) Written evidence, identified as
such, is admissible unless a participant
objects and the presiding officer ex-
cludes it on objection of a participant
or on the presiding officer’s own initia-
tive.

(1) The presiding officer may exclude
written evidence as inadmissible only
if—

(i) The evidence is irrelevant, imma-
terial, unreliable, or repetitive;

(ii) Exclusion of part or all of the
written evidence of a participant is
necessary to enforce the requirements
of this subpart; or

(iii) The evidence was not submitted
as required by § 12.85.

(2) Items of written evidence are to
be submitted as separate documents,
sequentially numbered, except that a
voluminous document may be submit-
ted in the form of a cross-reference to
the documents filed under § 12.85.

(3) Written evidence excluded by the
presiding officer as inadmissible re-
mains a part of the administrative
record, as an offer of proof, for judicial
review.

(d) Testimony, whether on direct or
on cross-examination, is admissible as
evidence unless a participant objects
and the presiding officer excludes it.

(1) The presiding officer may exclude
oral evidence as inadmissible only if—

(i) The evidence is irrelevant, imma-
terial, unreliable, or repetitive; or

(ii) Exclusion of part or all of the evi-
dence is necessary to enforce the re-
quirements of this part.

(2) If oral evidence is excluded as in-
admissible, the participant may take
written exception to the ruling in a
brief to the Commissioner, without
taking oral exception at the hearing.
Upon review, the Commissioner may
reopen the hearing to permit the evi-
dence to be admitted if the Commis-
sioner determines that its exclusion
was erroneous and prejudicial.

(e) The presiding officer may sched-
ule conferences as needed to monitor
the program of the hearing, narrow and
simplify the issues, and consider and
rule on motions, requests, and other
matters concerning the development of
the evidence.
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(f) The presiding officer will conduct
such proceedings as are necessary for
the taking of oral testimony, for the
oral examination of witnesses by the
presiding officer on the basis of written
questions previously submitted by the
parties, and for the conduct of cross-ex-
amination of witnesses by the parties.
The presiding officer shall exclude ir-
relevant or repetitious written ques-
tions and limit oral cross-examination
to prevent irrelevant or repetitious ex-
amination.

(g) The presiding officer shall order
the proceedings closed for the taking of
oral testimony relating to matters
specified in § 10.20(j)(2)(i)(a) and (b).
Such closed proceedings will be con-
ducted in accordance with § 10.20(j)(3).
Participation in closed proceedings
will be limited to the witness, the wit-
ness’ counsel, and Federal Government
executive branch employees and spe-
cial government employees. Closed pro-
ceedings will be permitted only for, and
will be limited to, oral testimony di-
rectly relating to matters specified in
§ 10.20(j)(3).

§ 12.95 Official notice.
(a) Official notice may be taken of

such matters as might be judicially no-
ticed by the courts of the United
States or of any other matter pecu-
liarly within the general knowledge of
FDA as an expert agency.

(b) If official notice is taken of a ma-
terial fact not appearing in the evi-
dence of record, a participant, on time-
ly request, will be afforded an oppor-
tunity to show the contrary.

§ 12.96 Briefs and arguments.
(a) Promptly after the taking of evi-

dence is completed, the presiding offi-
cer will announce a schedule for the fil-
ing of briefs. Briefs are to be filed ordi-
narily within 45 days of the close of the
hearing. Briefs must include a state-
ment of position on each issue, with
specific and complete citations to the
evidence and points of law relied on.
Briefs must contain proposed findings
of fact and conclusions of law.

(b) The presiding officer may, as a
matter of discretion, permit oral argu-
ment after the briefs are filed.

(c) Briefs and oral argument are to
refrain from disclosing specific details

of written and oral testimony and doc-
uments relating to matters specified in
§ 10.20(j)(2)(i)(a) and (b), except as spe-
cifically authorized in a protective
order issued under § 10.20(j)(3).

§ 12.97 Interlocutory appeal from rul-
ing of presiding officer.

(a) Except as provided in paragraph
(b) of this section and in §§ 12.35(b),
12.45(e), 12.93(f), and 12.99(d), when an
interlocutory appeal is specifically au-
thorized by this subpart, rulings of the
presiding officer may not be appealed
to the Commissioner before the Com-
missioner’s consideration of the entire
record of the hearing.

(b) A ruling of the presiding officer is
subject to interlocutory appeal to the
Commissioner if the presiding officer
certifies on the record or in writing
that immediate review is necessary to
prevent exceptional delay, expense, or
prejudice to any participant, or sub-
stantial harm to the public interest.

(c) When an interlocutory appeal is
made to the Commissioner, a partici-
pant may file a brief with the Commis-
sioner only if specifically authorized
by the presiding officer or the Commis-
sioner, and if such authorization is
granted, within the period the Commis-
sioner directs. If a participant is au-
thorized to file a brief, any other par-
ticipant may file a brief in opposition,
within the period the Commissioner di-
rects. If no briefs are authorized, the
appeal will be presented as an oral ar-
gument to the Commissioner. The oral
argument will be transcribed. If briefs
are authorized, oral argument will be
heard only at the discretion of the
Commissioner.

§ 12.98 Official transcript.

(a) The presiding officer will arrange
for a verbatim stenographic transcript
of oral testimony and for necessary
copies of the transcript.

(b) One copy of the transcript will be
placed on public display in the office of
the Dockets Management Branch upon
receipt.

(c) Except as provided in § 12.105, cop-
ies of the transcript may be obtained
by application to the official reporter
and payment of costs thereof or under
part 20.
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(d) Witnesses, participants, and coun-
sel have 30 days from the time the
transcript becomes available to pro-
pose corrections in the transcript of
oral testimony. Corrections are per-
mitted only for transcription errors.
The presiding officer shall promptly
order justified corrections.

§ 12.99 Motions.
(a) A motion on any matter relating

to the proceeding is to be filed under
§ 12.80, and must include a draft order,
except one made in the course of an
oral hearing before the presiding offi-
cer.

(b) A response may be filed within 10
days of service of a motion. The time
may be shortened or extended by the
presiding officer for good cause shown.

(c) The moving party has no right to
reply, except as permitted by the pre-
siding officer.

(d) The presiding officer shall rule
upon the motion and may certify that
ruling to the Commissioner for inter-
locutory review.

Subpart F—Administrative Record
§ 12.100 Administrative record of a

hearing.
(a) The record of a hearing consists

of—
(1) The order or regulation or notice

of opportunity for hearing that gave
rise to the hearing;

(2) All objections and requests for
hearing filed by the Dockets Manage-
ment Branch under §§ 12.20 through
12.22;

(3) The notice of hearing published
under § 12.35;

(4) All notices of participation filed
under § 12.45;

(5) All FEDERAL REGISTER notices
pertinent to the proceeding;

(6) All submissions filed under § 12.82,
e.g., the submissions required by § 12.85,
all other documentary evidence and
written testimony, pleadings, state-
ments of position, briefs, and other
similar documents;

(7) The transcript, written order, and
all other documents relating to the
prehearing conference, prepared under
§ 12.92;

(8) All documents relating to any mo-
tion for summary decision under § 12.93;

(9) All documents of which official
notice is taken under § 12.95;

(10) All pleadings filed under § 12.96;
(11) All documents relating to any in-

terlocutory appeal under § 12.97;
(12) All transcripts prepared under

§ 12.98; and
(13) Any other document relating to

the hearing and filed with the Dockets
Management Branch by the presiding
officer or any participant;

(b) The record of the administrative
proceeding is closed—

(1) With respect to the taking of evi-
dence, when specified by the presiding
officer; and

(2) With respect to pleadings, at the
time specified in § 12.96(a) for the filing
of briefs.

(c) The presiding officer may reopen
the record to receive further evidence
at any time before the filing of the ini-
tial decision.

§ 12.105 Examination of record.
Documents in the record will be pub-

licly available in accordance with
§ 10.20(j). Documents available for ex-
amination or copying will be placed on
public display in the office of the Dock-
ets Management Branch promptly upon
receipt in that office.

Subpart G—Initial and Final
Decisions

§ 12.120 Initial decision.
(a) The presiding officer shall prepare

and file an initial decision as soon as
possible after the filing of briefs and
oral argument.

(b) The initial decision must con-
tain—

(1) Findings of fact based issued upon
relevant, material, and reliable evi-
dence of record;

(2) Conclusions of law;
(3) A discussion of the reasons for the

findings and conclusions, including a
discussion of the significant conten-
tions made by any participant;

(4) Citations to the record supporting
the findings and conclusions;

(5) An appropriate regulation or
order supported by substantial evi-
dence of record and based upon the
findings of fact and conclusions of law;
and
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(6) An effective date for the regula-
tion or order.

(c) The initial decision must refrain
from disclosing specific details of mat-
ters specified in § 10.20(j)(2)(i) (a) and
(b), except as specifically authorized in
a protective order issued pursuant to
§ 10.20(j)(3).

(d) The initial decision is to be filed
with the Dockets Management Branch
and served upon all participants. Once
the initial decision is filed with the
Dockets Management Branch, the pre-
siding officer has no further jurisdic-
tion over the matter, and any motions
or requests filed with the Dockets Man-
agement Branch will be decided by the
Commissioner.

(e) The initial decision becomes the
final decision of the Commissioner by
operation of law unless a participant
files exceptions with the Dockets Man-
agement Branch under § 12.125(a) or the
Commissioner files a notice of review
under § 12.125(f).

(f) Notice that an initial decision has
become the decision of the Commis-
sioner without appeal to or review by
the Commissioner will be published in
the FEDERAL REGISTER, or the Commis-
sioner may publish the decision when
it is of widespread interest.

§ 12.125 Appeal from or review of ini-
tial decision.

(a) A participant may appeal an ini-
tial decision to the Commissioner by
filing exceptions with the Dockets
Management Branch, and serving them
on the other participants, within 60
days of the date of the initial decision.

(b) Exceptions must specifically iden-
tify alleged errors in the findings of
fact or conclusions of law in the initial
decision, and provide supporting cita-
tions to the record. Oral argument be-
fore the Commissioner may be re-
quested in the exceptions.

(c) Any reply to the exceptions is to
be filed and served within 60 days of
the end of the period for filing excep-
tions.

(d) The Commissioner may extend
the time for filing exceptions under
paragraph (a) of this section or replies
to exceptions under paragraph (c) of
this section only upon a showing by a
participant of extraordinary cir-
cumstances. Such an extension shall be

requested by filing a written request
with the Commissioner’s Executive
Secretariat (HF–40) and serving copies
of the request on the Dockets Manage-
ment Branch (HFA–305), the Chief
Counsel (GCF–1), and all hearing par-
ticipants.

(e) If the Commissioner decides to
hear oral argument, the participants
will be informed of the date, time, and
place, the amount of time allotted to
each participant, and the issues to be
addressed.

(f) Within 10 days following the expi-
ration of the time for filing exceptions
(including any extensions), the Com-
missioner may file with the Dockets
Management Branch, and serve on the
participants, a notice of the Commis-
sioner’s determination to review the
initial decision. The Commissioner
may invite the participants to file
briefs or present oral argument on the
matter. The time for filing briefs or
presenting oral argument will be speci-
fied in that or a later notice.

[44 FR 22339, Apr. 13, 1979, as amended at 53
FR 29453, Aug. 5, 1988]

§ 12.130 Decision by Commissioner on
appeal or review of initial decision.

(a) On appeal from or review of the
initial decision, the Commissioner has
all the powers given to make the ini-
tial decision. On the Commissioner’s
own initiative or on motion, the Com-
missioner may remand the matter to
the presiding officer for any further ac-
tion necessary for a proper decision.

(b) The scope of the issues on appeal
is the same as the scope of the issues at
the public hearing unless the Commis-
sioner specifies otherwise.

(c) As soon as possible after the filing
of briefs and any oral argument, the
Commissioner will issue a final deci-
sion in the proceeding, which meets the
requirements established in § 12.120 (b)
and (c).

(d) The Commissioner may adopt the
initial decision as the final decision.

(e) Notice of the Commissioner’s de-
cision will be published in the FEDERAL

REGISTER, or the Commissioner may
publish the decision when it is of wide-
spread interest.
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§ 12.139 Reconsideration and stay of
action.

Following notice or publication of
the final decisions, a participant may
petition the Commissioner for recon-
sideration of any part or all of the deci-
sion under § 10.33 or may petition for a
stay of the decision under § 10.35.

Subpart H—Judicial Review

§ 12.140 Review by the courts.
(a) The Commissioner’s final decision

constitutes final agency action from
which a participant may petition for
judicial review under the statutes gov-
erning the matter involved. Before re-
questing an order from a court for a
stay of action pending review, a partic-
ipant shall first submit a petition for a
stay of action under § 10.35.

(b) Under 28 U.S.C. 2112(a), FDA will
request consolidation of all petitions
related to a particular matter.

§ 12.159 Copies of petitions for judicial
review.

The Chief Counsel for FDA has been
designated by the Secretary as the offi-
cer on whom copies of petitions of judi-
cial review are to be served. This offi-
cer is responsible for filing the record
on which the final decision is based.
The record of the proceeding is cer-
tified by the Commissioner.

PART 13—PUBLIC HEARING BEFORE
A PUBLIC BOARD OF INQUIRY

Subpart A—General Provisions

Sec.
13.1 Scope.
13.5 Notice of a hearing before a Board.
13.10 Members of a Board.
13.15 Separation of functions; ex parte com-

munications; administrative support.

Subpart B—Hearing Procedures

13.20 Submissions to a Board.
13.25 Disclosure of data and information by

the participants.
13.30 Proceedings of a Board.

Subpart C—Records of a Hearing Before a
Board

13.40 Administrative record of a Board.
13.45 Examination of administrative record.
13.50 Record for administrative decision.

AUTHORITY: Secs. 201–903 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 321–
393); 21 U.S.C. 41–50, 141–149, 467f, 679, 821,
1034; secs. 2, 351, 354–360F, 361 of the Public
Health Service Act (42 U.S.C. 201, 262, 263b–
263n, 264); secs. 2–12 of the Fair Packaging
and Labeling Act (15 U.S.C. 1451–1461); 5
U.S.C. 551–558, 701–721; 28 U.S.C. 2112.

SOURCE: 44 FR 22348, Apr. 13, 1979, unless
otherwise noted.

Subpart A—General Provisions

§ 13.1 Scope.
The procedures in this part apply

when—
(a) The Commissioner concludes, as a

matter of discretion, that it is in the
public interest to hold a public hearing
before a Public Board of Inquiry
(Board) with respect to any matter be-
fore FDA;

(b) Under specific sections of this
chapter a matter before FDA is subject
to a hearing before a Board; or

(c) Under § 12.32, a person who has a
right to an opportunity for a formal
evidentiary public hearing waives that
opportunity and requests that a Board
act as an administrative law tribunal
concerning the matters involved, and
the Commissioner decides to accept
this request.

§ 13.5 Notice of a hearing before a
Board.

If the Commissioner determines that
a Board should be established to con-
duct a hearing on any matter, a notice
of hearing will be published in the FED-
ERAL REGISTER setting forth the fol-
lowing information:

(a) If the hearing is under § 13.1 (a) or
(b), all applicable information de-
scribed in § 12.32(e).

(1) Any written document that is to
be the subject matter of the hearing
will be published as a part of the no-
tice, or the notice will refer to it if the
document has already been published
in the FEDERAL REGISTER or state that
the document is available from the
Dockets Management Branch or an
agency employee designated in the no-
tice.

(2) For purposes of a hearing under
§ 13.1 (a) or (b), all participants who file
a notice of participation under
§ 12.32(e)(6)(ii) are deemed to be parties
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